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AnaanTnyeckunii macnopt Ne 1277
IIpenapar: IIUTO®JIABUH®, pacTBop 115l BHyTPHBEHHOTO BBeJeHHSI

Cepus: 15731221 P N003135/01
dopma BhITyCKa: (ammyna) 10 mu x 10 (mauka KapToHHAas)
Konuuecrso: 2972 yn.
Mara usrorosnenus: 04.12.2021
JdaHHble aHATH3A
IHoka3arean Tpebosanns HJI P N003135/01-220319, n3m. JdanHbIe
Ne 1, uam. Ne 2, uzm. Ne 3, uam. Ne 4 aHaJIM3a
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1. Onucanne

ITpo3payHas >KUIKOCTE ENTOrO HBETA
(BusyaibHbiii MeToz, ['® PO

IIpo3pauHas >kxuAKOCTH
JKENTOro LBeTa

2. ITomTMHHOCTB:

_ pHﬁO(b JIaBUHA d)ocq)aT HaTpHs CrieKTp NOrNOMEHHs HCTIBITYEMOTO PacTBopa, CootBercTByeT
NPUIOTOBJIEHHOTO JUI KOJIMYECTBEHHOTO ONpeeIeH s,
TIOJTYYEHHBIH Ha CNEKTPOGOTOMETPE B KIOBETE C TOJILIMHOH CJI0s
10 mm B o61acTu ot 300 10 550 HM JOKEH UMETh MAKCHMYMBI
npy (445+2) um 1 npu (373+2) oM (CnektpodoTomeTrpus)
Ha xpomarorpaMMax HCIIBITYEMOTO PacTBOpa AOJDKHbI
TNPUCYTCTBOBATH IBa OCHOBHBIX ITHKA, COOTBETCTBYIOILIHX 10
- IHTapHas KUCJI0Ta BPEMEHAM YAEP)KHBAHUs NMMKaM HHO3WHA M HHKOTHHAMHKAA
- MEDJTIOMUH (cnekTpohoTOMETpHUECKOE NETEKTUPOBAHKE MPH 254 HM), U CoOTBETCTBYIOT
JIBa OCHOBHBIX ITHKA, COOTBETCTBYIOLIMX I10 BpEMEHAM
~ HHOZMH YAEPKUBAHHS NTHKaM SHTAPHOM KHUCIIOTHI M METIIOMHHA
- HHKOTHHaMH (pedpakTOMETpHUECKOE NETEKTUPOBAHKE), HA XPOMATOrPaMMax
pacTBopa cpaBHeHus (a) (BOXX)
3. ITpo3payHOCTh JosmkeH 6biTh npo3paunbiM (I'D PO") ITpo3pauHslii
4.pH Ot 6,0 10 7,0 ([® P®’, noTeHUMOMETpHUUECKH) 6,7
5. U3BnekaeMsiit 00bEM, MIT He menee HomuHabHOTO (I'D PO™) 10,0
6. MexaHn4eckue BKIIOYEHHS
JlomKeH COOTBETCTBOBATh TPEOOBAHHAM CootBercTBYET

= BUAUMBIC MEXAaHHUYCCKHE BKIIFOYCHHSA

= HEBUIUMBIE MEXAaHHYCCKHE BKIIIOUYECHHUS

(T'® PD*, BusyanbHslit)
Cpennee umcio yacTuil pazmepom 10 MKM U Goliee He JOJDKHO

10 MxM u 6onee — 315

npespimate 6000 B 0HO# aMmIIylie, a CpeiHee YKCIIO YaCTHLL Ha amIyJy
pasmepoM 25 MkM H 6osiee He JOJDKHO npeBbimats 600 B 0HOM 25 MxM u Gonee — 4
ammnyse (C® PO’ meton 1) Ha ammyIy

7. PoncTBEHHBIE IPUMECH:

- TUIIOKCAHTHUH, TYaHO3UH CymMMmapHoe conepxxaHue He 6ogee 3,0 % ot 0,4
HOMUHAJIBHOIO COAEPKaHUS MHO3HWHA (BXKX)

- HUKOTHHOBAs KHCJIOTa He Gonee 3,0 % OT HOMHHAIBLHOTO CONEPKAHUS 0,1
HUKOTUHAMHUA (BIXX)

- HEeMJEHTU(UIIMPOBAHHbIE IIPUMECH CyMMapHoe cofiep)kaHKie OT CYMMBI [LIOIIafiE 0,08
MMKOB HUKOTHHAMUJIa U UHO3MHA HE JOJDKHO
npeBbImath 2,0 % (BIXX)

- moMuGIaBuH He Gonee 0,20 % oT HOMHHAIIBHOTO CONEPXKaHUA 0
pubodnasuHa pocdara HATPHS (BIKX)

8. bakTrepualibHbIE SHIOTOKCHHBI IIpenensHoe conepxanue He 6onee 17,5 ED/Ma Memnee 17,5

(TCD PO*, meton A)
9. CTepunbHOCTH JlomkeH GBITh CTEPUIBHBIM CrepuibHsIii
(T'D PO*, Meron MeMOpaHHO# PUILTpAIIHH)

10. KonmuecTBeHHOE onpenesieHue ot 0,0018 10 0,0022 r/ma C17H20N4NaOoP 0,0020
(pubodnasuna dpocdara HaTpus)
(Cnextpodoromerpus)
ot 0,090 10 0,110 r/mMin C4HsO4 0,100
(sHTapHO# KucaoThl) (BOXX)
ot 0,1485 1o 0,1815 r/min C7H17NOs 0,1637
(MermomuHa) (BOXX)
ot 0,0180 10 0,0220 1/mi C10H12N4Os 0,0197
(unosuHa) (BOXX)
ot 0,0090 10 0,0110 r/mMa CsHeN,O 0,0009

(mmkoTHamiaa) (RAXX)
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11. YnakoBka

ITo 10 M1 B ammyibl KOPUYHEBOT'O CTEKJIA.

Ha amnyny HakJIeMBalOT 3THKETKY CaMOKJIESIIYIOCS.

Ilo 5 ammyn noMemaioT B KOHTYPHYIO S9E€HKOBYIO
YMaKOBKY U3 IIIEHKU NMOMMMepHO#. KoHTYypHYIO
SYEHKOBYIO YIIaKOBKY TEPMOCKJIEHBAIOT C IIEHKOM
MIOKPOBHO# MM (oIBroit amoOMHHUEBOMN, UITH OCTABIISIIOT
OTKDBITOM.

1 nnM 2 KOHTYpHbIE TYEHKOBBIE YITAKOBKHM BMECTE C
HMHCTPYKLHMEH MO MPUMEHEHHIO MIOMEIAIOT B KAPTOHHYIO
Mayky.

JIn1st KOHTPOJISI EPBOTO BCKPHITHS OOKOBBIE KIJTAMAHBI
Ma4YKy MOTYT OBITh 3aKJIEEHBI C ABYX CTOPOH 3THKETKAMHU
W TEPMOCKJIEEHBI.

ITo 10 Mn B ammynax
KOPHYHEBOTO CTEKJIA.

Ha amnyny Hakneena
ITHKETKA CaMOKJIESAILAsACS.
ITo 5 ammyn moMewIeHs! B
KOHTYPHYIO T4EHKOBYIO
YNAaKOBKY M3 IUIEHKH
nonumepHo#. KoHtypHas
AYEHKOBAsA YTaKOBKa
TEPMOCKJIEEHA € TUIEHKOH
TIOKPOBHOM.

2 KOHTYPHBIX AYEHKOBBIX
YNIaKOBKH BMECTE C
HHCTPYKILHEH no
NPUMEHEHHIO TIOMEIIEHBI B
KapTOHHYIO MauKy.

12. MapkupoBka

1) IlepBHyHas ynakoBka

Ha amnynax Ha camoKJiesIeiics STHKETKE YKa3bIBaIOT:
TOBApPHBIH 3HAK MPOU3BOJMTEIISA, TOPrOBOE HAMMEHOBAHHE
JIEKapCTBEHHOTO Npenapara ¢ NpeaynpeauTeabHOM
MapKHpOBKOH ®, 005EM B MHJUTHIIMTPaX, COAEPHKaHHE
JICACTBYIOIMX BEIIECTB, HOMEP CEPHH, CPOK FOJHOCTH,
JIeKapCTBEHHYIO (OpMY, IONyCKaeTcs HaHeceHHe (apMakoza
HJIH TEXHOJIOTMYECKOH METKH.

Ha ammynax fomyckaercs HalMuHMe BETHBIX KOJELL.

2) IIpomexyTouHasi ynakoBKa

Ha nnéHke nokpoBHO#t yKa3biBalOT TOBApHbIN 3HAK
npousBoautens. Ha donbre amoMHHHEBOH yKa3bIBaOT:
TOBApPHBIH 3HAK IPOM3BOAMTENSA, HOMEP CEPHH, CPOK TOAHOCTH.
3) Bropuunas ynakoBka

Ha nauke yka3pIBalOT: HAMMEHOBaHHE NPOU3BOUTEIIA, €TI0
TOBApHBIH 3HAK, aJpec, Tell./(akc, TOPropoe ¢
NpeAyNpeauTeNnbHON MapKUPOBKOH ® M rpynnmHpOBOYHOE
HAWMEHOBaHMUA JIEKAPCTBEHHOTO MPENapara, J1e€KapCTBEHHYIO
(hopMy, 06BEM npenapaTa B MULUTHINTPAX, COCTAB, YCIOBHUS
XpaHeHus, «[ [pUMEHATh N0 HA3HAYEHHIO BPaya», «XpaHUTb B
HenoctynHoM s nereit Mecte!», « CTEPUJIBHO», ycnosus
OTIyCKa, croco6 NPUMEHEHHs, HOMEP PErHCTPALIMOHHOTO
YIOCTOBEPEHHS, HOMEP CEPHH, CPOK FOJHOCTH, KOJTHYECTBO
aMITyJ1 B ynakoBke, ItpuxoBoi kog EAN-13, dapmakon

(pharmacode), rpaduueckoe n3o6paxkeHHe aMy.insl &,
NMKTOrpaMMbl, paciin(poBKa MUKTOrpaMM

«‘ nekapctBenHas popma PACTBOP J1J15
BHYTPMBEHHOI'O BBEJIEHH1»,

« = cnoco6 npumenennss BHYTPUBEHHO KAIIEJIbHO B
PA3BEJIEHWW»,
_e

« ® ®hapmakorepanesTuueckas rpynna [IPOUHE
TPETIAPATHI J1JIs1 IEYEHU S 3ABOJIEBAHUI HEPBHOM
CUCTEMBI».

JlomyckaeTcs HaHECEHHE CPEICTB UACHTH(HUKALNU JUIS CHCTEMBI
MOHHMTOPHHTa JABHXECHHSA JIEKapCTBEHHBIX NPENapaToB.

1) IlepBuyHas ynakoBka.
Ha amnynax Ha camoxuniesiLeiics
ITHKETKE YKa3aHbl: TOBAPHbIH 3HaK
NPOM3BOJIMTEIS, TOProBOe
HaHMEHOBaHHE JIEKAPCTBEHHOTO
npenapara ¢ NpeaynpeauTebHOH
MapKkHpoBKOii ®, 06bEM B
MHUTHJINTPAX, CONEpPKaHHEe
ZIeHCTBYIOIINX BEIIECTB, HOMEp
CEpHH, CPOK FOJIHOCTH,
JlekapcTBeHHas popma.
2) IpomexxcyTouHas yraKOBKa.
Ha nnénke noxpoBHO# yka3aH
TOBAPHBbIii 3HAK MPOM3BOIUTEIA.
3) BropuuHas ynakoBka
Ha nauke yka3aHbl: HAHMEHOBaHHE
p TeJIsl, €r0 TOBAPHBIH
3HaK, anpec, Ten./dakc, Toprosoe ¢
TpeaynpeaMTeNbHON MapKHPOBKO#H
® M rpynnupoBO4HOE
HaHMEHOBaHMH JIEKAPCTBEHHOTO
rnipenapara, jiekapcTBeHHas popma,
00bEéM npenapara B MHJUTHIHTPAX,
COCTaB, yC/IOBHA XPaHEHHs,
«IIpHMeHATb NO Ha3HAYEHHIO
Bpaua», «XpaHHTb B HEAOCTYTHOM
nns nereit Mecre!y,
«CTEPHUJIbHOY, ycnosus
OTMycKa, Cnocob NpUMeHeHHs,
HOMEp CepHH, CPOK NOIHOCTH,
KOJIHYECTBO aMITyJl B YNIaKOBKe,
wrpuxoBoi kox EAN-13,
(apmakon (pharmacode),
rpapuyeckoe H3o6paxenue

amny bl ‘ MHKTOTPaMMBL,
pacunppoBKa MHKTOrpaMm

« nekapcTBeHHas popma
PACTBOP JUIA
BHYTPUBEHHOI'O
BBEJIEHW»,

« : Cnoco6 NpUMEeHeHHs
BHYTPHUBEHHO KATIEJIbHO B
PA.SI.?'E/IEI-H/H/I»,

« @ ® papmakoTepaneBTHYECKas
rpynna ITPOUME ITPEITAPATBI
JU1S TEYEHUS
3ABOJIEBAHHI HEPBHOM
CHUCTEMBbI».

Hanecenue cpencrso
HAEHTH(HKALIMK JUIS CHCTEMbI
MOHHTOPHHIa NBHXEHHSA
JIEKapCTBEHHBIX MpPENapaToB.

13. XpaneHnue

B 3aiuiineHHOM OT CBETa MECTE MPHU TEMIIEpaType He
Bele 25 °C.

B 3amumeHHOM OT cBeTa
MeCTe NpH TeMIeparype He
Boie 25 °C.

14. Cpok rofHOCTH

2 rona

2 rona

*- nefictByrowiee usnanue ['ocynapcrBennoit @apmakonen Poccuiickoii @enepanuu
3axmouenne: coorBercTByeT TpeboBanusM HJ[ P N003135/01-220319, u3m. Ne 1, u3m. Ne 2,

u3M. Ne 3, u3m. Ne 4

Hara Beinaun nacnopra: 25.03.2022

/ 3asenyroummii KAnJI
Havansauk OKK

JlupexTop Mo KauecTBy

Cpoxk rogaocty jo: 12 2023
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